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MESSAGE: Attached please Find Aineadment Transmittal Letter (in duplicate); response to 
Office Action dated July 16, 2003; and Certificate of Transmission by Facsimile. 

Kathleen A, Tyrrell, Registration No. 38,350 

URGENT! PLEASE DELIVER IMMEDIATELY UPON RECEIPT, THANK YOU! 

If you have any questions, or did not receive the proper number of pages, or had trouble during 
transmission, please call 856-810-1515. 
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Appljcant(s); Salccdn et al. 


Dockst No. 
OEX'"033Ji 


Serial No. 
lU/074,475 


Filing Date 
FebnTarj/ 12, 2002 


Examiner 
Smith, Ciirolyn 


Group Art Unit 
1631 



Invention; Compositions and Methods Rel^icing to Brti'^st Specific Geiics and Pruleias 



I hereby certify that this I^*U>Jy to R cstric tiuu Requir ement 

(Sfl^iti^ type 0f coire:sp0itdnnc(i) 

is being facsimile transmitted to the United States Patent and Tnademarl< Office (Fax. No. 703~iS^72-.9 306 ) 
on August 15^ 2003 

~" {bam) 



Kathlee n A. Tyrrell 

(TyiH'd or Frittivd IWuifw <// Payson Signin" CiTtiJlcaUf) 




Note: E$iuh pnper must huve its own ccrtttlcHte oi'inailing. 
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AppJicant{s): Saiccdn ot al. 


Docket No. 


Serial No. 
10/074,475 


Filing Date 
February 12,2002 


Examiner 
Snikii, Carolyn L. 


Group Art Unit 
1631 



Invention: Compositions iind IVtcthods Relating lo Breast Specific CSeiics and Proteins 



TO THE COMMISSIONER FOR PATENTS: 

Transmitteci herewith is an amendment in the above-identified application. 
The fee has been calculated and is transmitted as shown below. 



CLAIMS AS AMENDED 





CLMMS REMAINING 
AFTEiR AMENDMENT 


IIIGHESr# 
PREV. PAID FOR 


NUMBeR EXTRA 
CLAIMS PRESENT 


RATE 


ADDITIONAL 

FEE 


TOTAL CLAIMS 


19 


20 


s 


0 


X $18.00 


$0,00 


INDEP. CLAIMS 


2 


3 


0 


X $84.00 


$0.00 


Mufttpie Dependent Claims (check if applicable) 


Q 






$0.00 


TOTAL ADDmONAL FEE FOR THiS AMENDMENT 


£0.00 



□ No additional fee is required for amendment. 

□ Please charge Deposit Account No. in the amount of 
G A check in the amount of to cover the filing fee is enclosed. 

153 The Director is hereby authorized to charge payment of the following fees associated with this 
communication or credit any overpayment to Deposit Account No. 
ISS Any additional filing fees required under 37 C.F.R, 1.16. 
IS) Any patent application processing fees under 37 CFR 1.17. 





Dated: August 15,2003 



Kaflileen A, Tyrrell, Reg- No. 38,350 

Licata Sl Tyrrell P.C* 
66 E-ast Main Street 
Marlton, New Jersey 080S3 
Tel: 856-810-1515 
Fax: 856-810-1454 



cc; 



I certify that this document etncJ fee Is btiing deposiied 
on witl-v the U.S. Postal Service as 

first class mail under 37 C.F.R. 1.8 cind Is addresafed to the 
Comtnlssioner for Patents. P.O. Box 1450, Alexandria, VA 
22313-1-150. 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Attorney Docket No,: 

Inventors : 

Serial No . : 

Filing Date: 

Examiner: 

Group Art Uni t ; 

Title: 

Cortificatd of Facsimile Transmission 



DEX-0313 
Salceda et al. 
10/074,475 
February 12, 2002 
Smith, Carolyn L. 
1631 

Compositions and Methods Relating to 
Breast Specific Genes and Proteins 



I hereby C£iftity that mis document is being facsimile 
transmitted to lha Patent and Ti'adem<Jfk Office on 
the date shown beiow. 




Commissioner for Patents 
Mail Stop 
P.O. Box 14 50 

Alexandria/ VA 22313-1450 
Dear Sir: 

Reply to Restriction Requirement 
This ii^ a reply to the Restriction Requirement mailed July 16, 

2G03 setting a one (1) month statutory period for rersponse. Please 

enter the following romarka into the record. 
Remarks begin on page 2 . 
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DEX-0313 
Salceda et al. 
10/074,475 
Febrtiary 12, 2002 



REMARKS 



Claims 1-17 are pending in the insLant application. Claims 1- 
11 have been subjected to the following ^Restriction Requirement: 

Group I, claims l-S and 7-8, drawn to a nucleic acid/ cell, 
vector, ciassjfied in class 536, siibclass 23-1, as well ats subclasis 
435, subclasses 325 and 320.1; 

Group II, claims 6, 13 and 15, drawn to methods and kits for 
determining tihe presence of a breast specific nucleic acid or 
polypeptide, classified in cl^iss 435^ subclasses 6 and 7.1, as well 
as class 422, subclass 61; 

Group III, claim 9, drawn to a method lor producing a 
polypeptide, classified in class 435, subclass 69.1; 

Group IV^ claims 10-11, drawn to a polypeptide, classified in 
class 530, subclass 350; 

Group V, claJm 12, drawn to an antibody, classified in clasps 
530, subclass 387,1; 

Group V'l , claim 14, drawn to a method for diagnosing cind 
monitoring the presenco and metastases of breast cancer in a 
patienL., classified in class 436, subclass 64; 

Group Vl'I, claim 16, drawn bo a method of treating <x patient 
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Salceda et al. 
10/074,475 
February 12, 2002 



with breast cancer^ classified in class 514, subclass 2; and 

Group Vlii, claim 17, drawn to a vaccine, classified in cltiss 
514^ subclaw^s 2, 

The Bxcuniner suggests that the Groups are distinct. In 
support of Lhls suggestion, the Examiner suggests thaU Groups [I, 
li (hybri.diziition 3peci(;5S) , Tlx, VI (nucleic ac:i.d species), and 
VTII (nucleic acid species)]/ [IV, VI (protein species)/ and VTl 
(protein species)], and [II {antibody-binding species), V, and VII] 
aro independent inventions because they are directed to different 
chemical entity types regarding the critical limitations therein. 
Further, while the Examiner has acknowledged the relationship of 
Groups [I, II (hybridisation species). III, VI (nucleic acid 
species), and VIII (nucleic acid s^pocies) ] , [IV, VI (protein 
species, and VIII {protein species}] and II (antibody-binding 
species), V and VII] as being related as product and process of 
use, the Examiner suggests that these Groups are dj stinct since the 
products can be used in different processes. In addition, the 
Examiner sugg^^ssts that the searching of these different usages is 
not overlapping and would create an undue search burden il searched 
together . 

Further, the Examiner suggests that each of these Groups reads 
on patentably distinct sequences - 
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In addition. Group 11, VI and VIII have been subjected to l\ 
spec?..i.es election with respect to deLerraination of a nucleic acid 



Applicants respectfully traverse this Restriction RequirenienL . 
At the outiseL, it is respectfully pointed out that the 
Examiner's basis for tho Groups being disLinct because thcy are 
independent is flawed since MPEP § 802.01 makes quite clear thai 
inventions cannot be botli independent and distinct- 
Further, MP£P §803 provides two criteria which must be met for 
a restriction reqal rerment to be proper. Tho first is that the 
inventions be independent or distinct. The second is that there 
would be a serious burden on the Examiner if the rerstricLion is not 
required- A iiearch of prior art relating- to an elected nucleic 
acidr polypeptide or antibody would also reveal any references 
teaching uses for the nucleic acid, polypeptide or antibody. 
Accordingly, Applicants believe that searching of all the claims, 
at least when limited to elected nucleic acidfs or polypeptides is 
overlapping and would not place an undue burden on the Examiner if 
the Restriction in not made. 

Thus, since this Restriction Requirement does not meet both 
criteria as set forth in MPEP § 803 to be proper / reconsideration 
and withdrawal of this Restriction Requirement is respectfully 



versus a protein. 
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requested.. 

m addition, with respect to the election of a sixigle 
sequence, MPKP S 803.04 clearly states that a reasonable number of 
nucieotide ^sequences, normally ten sequences, can be claimed in a 
single application. Accordingly, withd.rawal of this sequence; 
election requiremenl: and reconsideration to include a more 
reasonable nuimber of at least 10 sequences in accordance with MPBP 
§ 803.04 is also respectfully requested. 

In an earnest effort Lo be compleLcly responiisive/ however. 
Applicants elect Group 1, claims 1-5 and 7-8, with respect to 55KQ 
ID NO: 156 encoding 5KQ ID NO; -"^85, with traverse. 

Applicants believe LhaL Lhc foregoing comprises £i full and 
complete response to the Office Action of record. 

Respectful 1. y submitted, 

Kan:.h;iaen A, J^rrelfl. 
Reg. No. 38,3i50 

Date: August: IS, 2003 

LICATA & TYRRELL P.C. 
66 E. Main Street 
Marlton, Now Jorsoy 08053 
(856) 810-1515 
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